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FOOD AND DRUG ADMINISTRATION (FDA)
RECALLS/ALERT NOTICES

1. FDA MEDICAL EQUIPMENT RECALLS AND ALERTS.  The following recalls are reported in
accordance with AFMLL 2-95, page CE-4, and should be treated as directed modifications in
accordance with that AFMLL and AFI 41-201, Chapter 2, Section D.  If you possess any of these
items and have not received recall notification, you should contact the manufacturer for recall
instructions.  Suspension is only required for Class I items.  (FOM, Capt David Zemkosky, DSN 343-
4028)

CLASS I RECALLS:  None

CLASS II RECALLS:

6515NS
MDC 13215 Infusion Pumps
PRODUCT Horizon/Horizon Modular Nxt Infusion Pumps.  Recall #Z-039/040-8.
CODE Various serial numbers.
MANUFACTURER B.Braun McGaw Medical, Carrollton, Texas.
RECALLED BY Manufacturer, by letter on October 14, 1997.  Firm-initiated recall ongoing.
DISTRIBUTION Kansas, Pennsylvania, Virginia, California, Georgia, Massachusetts, New Jersey,

Nevada, Montana, Florida.
QUANTITY 391 pumps were distributed.
REASON The detection air-in-line pump could not consistently alarm when a 0.1 ml air

bubble is passed through the pump for infusion rates greater than 350 ml/hr.

[ ] None Present
[ ] Action Taken _____________________
      ________________________________

6515NS
MDC 13215 Infusion Pumps
PRODUCT EZ-Flow 480 Ambulatory Infusion Pump.  Recall #Z-047-8.
CODE All serial number with software version 2.3.
MANUFACTURER Gish Biomedical, Inc., Irvine, California.
RECALLED BY Manufacturer, by fax on September 30, 1997, October 1 and 2, 1997.  Firm-

initiated field correction ongoing.
DISTRIBUTION Nationwide.
QUANTITY 1,058 devices of all serial numbers.
REASON Defective software may cause over infusion when using the PCA mode

[ ] None Present
[ ] Action Taken _____________________
      ________________________________

CLASS III RECALLS:  None

MEDICAL EQUIPMENT SAFETY ALERTS:  None
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2. DRUG/SUPPLY PRODUCT RECALLS AND MEDICAL INFORMATION.  The
Food and Drug  Administration (FDA) advises that the drug
products listed below were recalled by the manufacturers or
distributors concerned.  The FDA has classified these recalls as
follows:

CLASS I: A situation in which there is a reasonable
probability that the use of, or exposure to, a violative product
will cause serious, adverse health consequences or death.

      CLASS II: A situation in which the use of, or exposure to,
a violative product may cause temporary or medically reversible
adverse health consequences or where the probability of serious
adverse health consequences is remote.

CLASS III: A situation in which the use of, or exposure to,
a violative product is not likely to cause adverse health
consequences.
Most of these items are nonstandard, and the possibility exists
that medical activities may have purchased them locally.  There
is also a possibility that some of these items have NSNs
assigned and may have been reported in earlier Q.A. messages.
Activities having quantities of these items on hand will
immediately suspend the materiel from issue and use. CONUS
activities will contact the nearest office of the respective
manufacturer or distributor for disposition instructions.
OVERSEAS activities will report quantities suspended to
AFMLO/FOM-P no later than 16 JAN 98 for disposition
instructions.  They should include nomenclature; lot number;
manufacturer; quantity suspended; strength size; requisition;
and DPSC purchase order number, contract number, and stock
record account number (SRAN).  (FOM-P), Bonnie Phillips, DSN
(343-4170)

CLASS I RECALLS: None

CLASS II RECALLS

NSN          6505 Nonstandard
PRODUCT      Zinc Sulfate Injection, 10 mg/ml, in 30 ml
             vials.  Recall #D-034-8.
CODE         "Prep" dates 4/1/96 through 10/1/96.
MANUFACTURER Apothe'Cure, Inc., Dallas, Texas.
RECALLED BY  Manufacturer, by letter on November 25, 1996.
             Firm-initiated recall ongoing.
DISTRIBUTION Undetermined.
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QUANTITY     6 vials were distributed.
REASON       Superpotent.

[ ] None Present
[ ] Action Taken ____________________
    _________________________________

NSN          6505 Nonstandard
PRODUCT      Videx Tablets (Didanosine), Chewable/
             Dispersible, 100 mg, unit dose, blister
             strips packaged in units of 10 per
             strip, used for the treatment of HIV
             infection. (NDC #0087-6652-01).
             Recall #D-035-8.
CODE         Lot #MJH61 EXP 5/3/98.
MANUFACTURER Bristol Myers Squibb, Princeton, New Jersey.
RECALLED BY  AmeriSource Corporation, Louisville, Kentucky,
             by telephone on November 6, 1997.  Firm-
             initiated recall ongoing.
DISTRIBUTION Michigan.
QUANTITY     178 unit dose packets were distributed.
REASON       Mislabeling - Some of the strips are labeled
             as containing Guaifenesin LA Tablets, 600 mg,
             Lot #S6159D02C.

[ ] None Present
[ ] Action Taken ____________________
    _________________________________

NSN          6505 Nonstandard
PRODUCT      Maxified-G Sustained Release Tablets,
             (Pseudoephedrine
             HCl 60 mg/Guaifenesin 500 mg), distributed by
             MCR/American Pharmaceutical, Inc., in 100 tablet
             plastic bottles, Rx for the temporary relief of
             nasal congestion and dry, non-productive cough
             associated with the common cold and other
             respiratory allergies.
             (NDC #58605-506-01).  Recall #D-038-8.
CODE         Lot #D970316B EXP 4/99.
MANUFACTURER Mikart, Inc., Atlanta, Georgia.
RECALLED BY  Manufacturer, by letter dated July 25, 1997.
             Firm-initiated recall ongoing.
DISTRIBUTION Nationwide.
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QUANTITY     3,500 bottles were distributed.
REASON       Foreign tablet (Pyrazinamide).

[ ] None Present
[ ] Action Taken ____________________
    _________________________________

NSN          6505 Nonstandard
PRODUCT      a) Red Blood Cells; b) Platelets;
             c) Fresh Frozen Plasma.  Recall # B-166/168-8.
CODE Unit    #29114-7854.
MANUFACTURER United Blood Services, Chicago, Illinois.
RECALLED BY  Blood Systems, Inc., Scottsdale, Arizona, by
             letter dated September 8, 1997.
             Firm-initiated recall ongoing.
DISTRIBUTION Illinois.
QUANTITY     1 unit of each component was distributed.
REASON       Blood products were collected from a donor who had
             been deferred for an accidental blood exposure.

[ ] None Present
[ ] Action Taken ____________________
    _________________________________

NSN          6515 Nonstandard
UPDATE       King Systems Ultra-Flex Adult Anesthesia Breathing
             Circuits which appeared in the November 5, 1997,
             Enforcement Report as Recall #Z-049/153-8, is
             being changed to Recall #Z-049/-152-8. (Z-153-8
             will be reassigned to another recall.)
             The following are corrections to the listing of
             the various product recalls:
             Product 5213F-6154 should be product 51213F-6154.
             Product 5613B-80X.  Lot 06737H7 should be lot
             0637H7.
             Product 61213F-6154 should be product 51213F-6154.
             Product 6753F-61.  Add lot 1560G7.
             Product 8412B-61.  Lot 01416G7 should be 1416G7.
             Product 8613B-61.  Lot 0887G7 should be 0887H7.
             Product 8613F-61.  Add lot 0614G7 and Delete lot
             1360G7.
             Product 8613F-61X. Delete lot 0614G7.
             Product 8613F-164E.  Add lot 1360G7.



ATCH 2   AFMLL 12-975

             Product 8613F-84 should be product 8613F-80.
             Product 8753B-61.  Add lot 0505F7.
             Product 90316.  Add lot 0262J7.
             Product 90353.  Lot 507F7 should be 1507F7.

[ ] None Present
[ ] Action Taken ____________________
    _________________________________

NSN          6515 Nonstandard
PRODUCT      Condoms with Nonoxynol.  Recall #Z-168/185-8.
CODE         Z-168-8   LifeStyles Assorted Colors, 3's
             Package Code:  6003
             Lot Nos.:  411003000, 502011900, 502018300,
             506002200.
             LifeStyles Assorted Colors, 1000's
             Package Code:  6000
             Lot Nos.:  410000900, 410002500, 410004500,
             410006400, 410006500, 410010800, 410012700,
             410012800, 410016600, 410016700, 410018100,
             410018200, 410021400, 410025700, 410025800,
             410028000, 410028100, 410029800, 410029900,
             410036000, 410036100, 410040600, 410040800,
             410040900, 410042800, 410042900, 410044000,
             410046000, 410046500, 410048600, 410048700,
             410049100, 410049200, 410050600, 410050700,
             410051400, 410051500, 410051600, 410051700,
             410051900, 410052000, 410052800, 410052900,
             410053200, 410053300, 410053400, 410055400,
             410055500, 410055600, 410055700, 410056900,
             410057000, 410058000, 410058400, 410058500,
             410058600, 410058700, 410059000, 410059100,
             410059900, 410060000, 410060300, 410060400,
             410060500, 411033300, 411033400, 411033500,
             411033600, 411034000, 411035000, 411036600,
             411036800, 411037300, 411037400, 411039200,
             411039300, 411039400, 411039800, 411039900,
             411040000, 411040100, 411040600, 411040700,
             411041000, 411041100, 411041200, 411042400,
             411042500, 411044300, 411044400, 411044500,
             411044600, 411044700, 411045200, 411045300,
             411048000, 411048100, 411049700, 411049800,
             411049900, 411052200, 411052300, 411052400,
             411055400, 411055500, 411055700, 412000800,
             412001800, 412003300, 412004200, 412005300,
             412005400, 412005500, 412005700, 412005800,
             412011100, 412024600, 412026000, 412027800,
             412028400, 412028800, 412029400, 412031300,
             501000400, 501000500, 501003000, 501003100,
             501004300, 501005100, 501005200, 501005400,
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             501005500  501005600, 501009700, 501012100,
             501012200, 501016100, 501018500, 501018600,
             501021100, 501022800, 501022900, 501031500,
             501036100, 501036700, 501038600, 501039600,
             501039700, 501039800, 501041300, 501041400,
             501041500, 501041900, 502000700, 502004400,
             502004900, 502007900, 502008500, 502011100,
             503032000, 503046000, 504001400, 504001800,
             504005600, 504008100, 504008200, 504012900,
             504025300.
             Z-169-8   LifeStyles Extra Strength, 3's
             Package Code:  2103
             Lot Nos.:  410021800, 410026400, 410026500,
             410051100, 411021500, 411024100, 501006100,
             501008100, 501036800, 502028400, 505024300,
             609301800, 609301900, 609302600, 609305700,
             610301100, 610303100, 610304400, 701300400.
             LifeStyles Extra Strength Strips, 3's
             Package Code:  2111
             Lot No.:   502037900.
             LifeStyles Extra Strength Strips, 3's
             Package Code:  2131
             Lot No.:   610302100.
             LifeStyles Extra Strength Strips EXP, 3's
             Package Code:  6100
             Lot No.:   510044800.
             LifeStyles Extra Strength FP, 3's
             Package Code:  6103
             Lot Nos.:  410000500, 411046800, 503016100,
             503016200, 505022100, 505025600, 510044900,
             510046200, 510046300, 510049300, 608301600,
             608303300, 609302500, 609305500, 610301700,
             610301900, 610303900, 701300200, 701300600,
             701300800, 702300100.
             LifeStyles Extra Strength, 12's
             Package Code:  2112
             Lot Nos.:  410012400, 410013600, 410013700,
             410017100, 410017200, 410028700, 503007100,
             505021300, 505024200, 609303600, 609303700,
             610300600, 610302800, 610303000, 611300800,
             701300700, 702300700, 702301600.
             LifeStyles Extra Strength, International, 12's
             Package Code:  2112
             Lot Nos.:  410011300, 410012400, 611301100.
             LifeStyles Extra Strength, Coupon Affixed,
             12's, Package Code:  2112
             Lot Nos.:  410013600, 410013700, 410028700,
             610302600, 610304000 and 610304600.
             LifeStyles Extra Strength, Sensormatic Tag, 12's
             Package Code:  2112
             Lot No.:   702300600.
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             LifeStyles Extra Strength, 144's
             Package Code:  6144
             Lot Nos.:  410018900, 410019000, 410019100,
             502023400, 502023500, 502028300, 506011100,
             506013300, 507047500, 608302000, 608302300,
             608302400, 608303000, 609301300, 610304100,
             610304700, 610305300, 610305400, 611300400,
             702300900, 702301100, 702301300, 702301400,
             702302000, 702302400, 702302600.
             LifeStyles Extra Strength, 1000's
             Package Code:  2100
             Lot Nos.:  411024200, 411024300, 411040200,
             411040300, 505000800, 505019000, 506016400,
             507035500, 507042100, 507044600, 610301400,
             610303200 and 610304500.
             LifeStyles Extra Strength Chile, 1000's
             Package Code:  2100
             Lot No.:   702300200.
             LifeStyles Extra Strength, 1000's
             Package Code:  6100
             Lot Nos.:  410001400, 410003400, 410003500,
             410007000, 410007100, 410011400, 410034900,
             410036500, 410041100, 410041300, 410042500,
             410043200, 410043300, 410046100, 410048200,
             410050800, 410052200, 410052300, 410052600,
             410052700, 410055100, 410055200, 410057400,
             410057800, 410057900, 410059500, 410059700,
             410059800, 410061500, 410062200, 410062300,
             410062700, 410062800, 411000700, 411001200,
             411001300, 411005600, 411006100, 411006200,
             411008100, 411008600, 411014800, 411029300,
             411032500, 411032900, 411036400, 411039500,
             411039600, 411042800, 411042900, 411045100,
             411048300, 411050100, 411052600, 411053200,
             411056300, 411058400, 412003000, 412006200,
             412006300, 412011300, 412013400, 412013500,
             412015500, 412023600, 412030000, 501000800,
             501002000, 501005700, 501007900, 501008000,
             502022500, 502022600, 502024300, 503005200,
             503005300, 503007800, 503007900, 503008000,
             503025200, 505016100, 505019100, 505034000,
             505036700, 505043200, 505045500, 505048200,
             505050700, 505053500, 505055900, 506000600,
             506003000, 506007700, 507010600, 507013600,
             507015500, 507028900, 608301500, 608301700,
             608301800, 608301900, 608302100, 608302200,
             609300100, 609300200, 609300800, 609301000,
             609301100, 609301200, 609301400, 609301500,
             609301600, 609302300, 609302800, 609302900,
             609303100, 609303900, 609304900, 609305300,
             609305600, 610300300, 610300400, 610300500,
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             610300800, 610300900, 610301000, 610301200,
             610301300, 610301600, 610301800, 610302300,
             610302400, 610302500, 610302700, 610304300,
             610304800, 610304900, 610305000, 610305200,
             611300500, 611300900, 611301200, 611301300,
             611301400, 611301500, 702300400, 702300500,
             702300800, 702300900, 702301000, 702301800,
             702301900, 702302100, 702302200, 702302300,
             702302500, 702302700.
             Z-170-8   LifeStyles Spermicidally Lubricated,
             3's, Package Code:  1803
             Lot Nos.:  410012100, 410012200, 410031400,
             410058100, 411011600, 411011700, 411011800,
             411013500, 411013700, 411015400, 411015500,
             411019200, 412008700, 412010400, 412011900,
             412012000, 412014000, 412027200, 501018900,
             501021500, 501021600, 501025600, 501025700,
             501025800, 501028200, 501028400, 502011200,
             502011300.
             LifeStyles Spermicidally Lubricated EXP, 3's
             Package Code:  5500
             Lot Nos.:  611301800, 611301900, 611302000,
             611302300, 611302700, 611302900, 611304500,
             611304800, 611305100, 612302200.
             LifeStyles Spermicidally Lubricated 73 mm FP,3's,
             Package Code:  5503
             Lot Nos.:  410024600, 410032500, 410033900,
             410038200, 410038300, 410050100, 410064100,
             411047200, 411055100, 412000700, 412005100,
             501004700, 501008900, 510038700, 611302600,
             612301800.
             LifeStyles Spermicidally Lubricated, 12's
             Package Code:  1812
             Lot Nos.:  410011000, 410012900, 410035600,
             410057100, 410062100, 411000500, 411000600,
             411003700, 411003800, 411005400, 411005500,
             411007900, 411008000, 411010700, 411023600,
             411038900, 411042300, 411050700, 411050800,
             411053400, 412016900, 412017000, 412021300,
             412021400, 412021900, 412022000, 412023500,
             412027700, 501008600, 501009400, 501016500,
             501018700, 501018800, 501031200, 501031400,
             502008700, 502040200, 503004700, 503007200,
             506058400.
             LifeStyles Spermicidally Lubricated, 15's
             Package Code:  1812
             Lot Nos.:  410006600 and 410010900.
             LifeStyles Spermicidally Lubricated 73 mm,
             12's, Package Code:  5512
             Lot Nos.:  410025100, 410027800, 410032800,
             410034300, 410039300, 410043700, 410045300,
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             412009800, 501026600, 502021000.
             LifeStyles Spermicidally Lubricated Strips,
             144's, Package Code:  5544
             Lot Nos.:  410013100, 410013200, 410018500,
             411011000, 411033700, 411038800, 412006400,
             412006500, 508046100.
             LifeStyles Spermicidally Lubricated, 1000's
             Package Code:  1800
             Lot Nos.:  410002600 and 501037700.
             LifeStyles Spermicidally Lubricated, 1000's
             Package Code:  5500
             Lot Nos.:  410001100, 410002100, 410002800,
             410002900, 410006700, 410006800, 410013000,
             410016800, 410018300, 410018400, 410025900,
             410026000, 410028200, 410030000, 410030100,
             410030200, 410030300, 410030400, 410031500,
             410031600, 410033000, 410035700, 410036200,
             410036300, 410036400, 410036600, 410036700,
             410037600, 410040500, 410042200, 410042300,
             410044500, 410044600, 410044700, 410049300,
             410058800, 410058900, 410061600, 410061700,
             410061800, 410061900, 410062900, 410063000,
             410063300, 410063500, 410063600, 411000100,
             411000200, 411000300, 411000400, 411001500,
             411002000, 411002100, 411005100, 411006800,
             411007500, 411007600, 411009300, 411009400,
             411010300, 411012100, 411012800, 411012900,
             411014100, 411014200, 411014300, 411014400,
             411015800, 411015900, 411017800, 411019400,
             411020400, 411020500, 411022200, 411022300,
             411023200, 411025200, 411025700, 411025800,
             411026200, 411027400, 411028600, 411028700,
             411029100, 411029200, 411030000, 411031100,
             411031200, 411031600, 411032200, 411032400,
             411033800, 411033900, 411034700, 411034900,
             411035400, 411035500, 411035600, 411036100,
             411036200, 411036300, 411037500, 411044800,
             411044900, 411045000, 411045500, 411045600,
             411048200, 411048600, 411048700, 411050000,
             411050300, 411050400, 411052500, 411052900,
             411053000, 411053100, 412002000, 412005900,
             412006000, 412006100, 412007100, 412007200,
             412008200, 412008300, 412011200, 412013200,
             412015300, 412015400, 412018400, 412018600,
             412018700, 412019300, 412019600, 412019700,
             412020300, 412020500, 412022100, 412032700,
             412032800, 412032900, 501001900, 501040100,
             502019300, 503002000, 503002100, 503002600,
             506064400, 510002400, 611301600, 611302200,
             611302400, 611302500, 611303000, 611303200,
             611304100, 611304600, 612301500, 612303400.



ATCH 2   AFMLL 12-9710

             Z-171-8   LifeStyles Ultra Sensitive with
             Spermicide, 12's, Package Code:  2012
             Lot Nos.:  410022300 and 410022400.
             LifeStyles Ultra Sensitive with Spermicide,
             12's, Package Code:  2014
             Lot Nos.:  410022300 and 504025600.
             Z-172-8   LifeStyles Ultra-Sure Strips, 4's
             Package Code:  6716
             Lot No.:  501026100.
             Z-173-8   LifeStyles Vibra Ribbed, 3's
             Package Code:  1403
             Lot Nos.:  410017500, 410017600, 410031300,
             11012200,  411029900, 606350500, 702353200,
             702354700, 703351100, 703355500.
             LifeStyles Vibra Ribbed, 12's
             Package Code:  1412
             Lot Nos.:  410007700, 410011900, 410012000,
             410014200, 410014300, 411001800, 411001900,
             412002100, 412006600, 412006700, 501016200,
             501039900, 605352300, 701350100, 704350800.
             LifeStyles Vibra Ribbed SMTC, 12's
             Package Code:  1412
             Lot Nos.:  702353900, 702354600, 702355400,
             703350100, 703350400.
             LifeStyles Vibra Ribbed, 1000's
             Package Code:  1400
             Lot Nos.:  410007600, 411029800, 412006800,
             501016300, 501016400, 702354500.
             LifeStyles Vibra Ribbed DOKA, 7200's
             Package Code:  4006
             Lot No.:  704350400.
             Z-174-8   Prime Spermicidal Strips FP, 3's
             Package Code:  3503
             Lot Nos.:  410000400, 410005000, 410056100,
             410061000, 411012500, 411047500, 412000200,
             412002500, 412009100, 412033000, 508076200,
             611303800.
             Prime Spermicidal Strips, 1000's
             Package Code:  3500
             Lot Nos.:  410008800, 410010200, 410015100,
             410016200, 410023400, 410032700, 410038700,
             410065100, 411019700, 411037800, 411042100,
             505026000, 612300600, 612301300.
             Prime Espermicida, 1000's
             Package Code:  3505
             Lot No.:  612301100.
             Z-175-8   Contempo Intensity Strips, 1000's
             Package Code:  4600
             Lot No.:  411026100.
             Z-176-8   Contempo Power Play Extra Strong,
             3's, Package Code:  4530
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             Lot Nos.:  410009000, 410015200, 410021000,
             502007100, 503044400, 505016900, 505020000,
             505055200, 505057800, 506049700, 506052200,
             608301400, 609300400, 609305200, 609305400,
             610300700, 610301500, 610302000, 610303600,
             701300500.
             Contempo Power Play Extra Strong, 3's
             Package Code:  4531
             Lot No.:  510038600.
             Contempo Power Play Extra Strong, 6's
             Package Code:  4542
             Lot No.:  609304800.
             Contempo Power Play Extra Strong, 1000's
             Package Code:  4542
             Lot Nos.:  410010500, 410023700, 410023800,
             410023900, 608301600, 609300500, 609300900,
             609302400.
             Z-177-8   Affinity Extra Strong Strips, 4's
             Package Code:  6745
             Lot Nos.:  410036800, 410036900, 504032300,
             504032400, 504032500, 504032600, 504038100,
             504038200, 504047600, 504047700, 505036800,
             505040000, 505040100, 505045600, 505050800,
             506000700, 506003100, 507031600, 507033100,
             507033400, 507038000, 507042500, 507048500.
             Z-178-8   Mates Colour Strips, 2's
             Package Code:  6905
             Lot No.:  505038900.
             Z-179-8   Mates Natural Strips, 2's
             Package Code:  6903
             Lot Nos.:  410023100, 410024300, 410038000,
             410039100, 410047300, 410049900, 410053800,
             410054400, 410054600, 410054900, 410056200,
             410056500, 410061100, 410061400, 411007200,
             411019600, 411022800, 411028000, 411028400,
             411034200, 411034500, 411037900, 411038500,
             411041300, 411041900, 411046900, 411047600,
             411047900, 411051600, 411053900, 411054300,
             412004800, 412011000, 412023800, 412023900,
             412024000, 505023000, 505047100.
             Z-180-8   Mates Ribbed Strips, 2's
             Package Code:  6904
             Lot Nos.:  501013400 and 505023100.
             Mates Ribbed Strips, 6's
             Package Code:  6904
             Lot Nos.:  605350100, 605352100, 605352200,
             605352400, 606300900, 701350300, 702350800,
             702354000, 702354200, 702354400, 702355000,
             703353500, 703353600.
             Z-181-8   Mates Super Strong Strips, 2's
             Package Code:  6907
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             Lot Nos.:  410020500, 410060700, 503038500,
             504015400.
             Z-182-8   Mates Ultra Safe Strips, 2's
             Package Code:  6906
             Lot Nos.:  410000300, 410008400, 410009700,
             410015800, 410060900, 411002700, 411003200,
             412009900.
             Mates Ultra Safe Strips, 6's
             Package Code:  6906
             Lot Nos.:  611302100, 611303100, 611304500,
             611304900, 611305000, 612301700, 612302600.
             Z-183-8   Plain, C52, Spermicidally
             Lubricated, 3's, Package Code:  1244
             Lot Nos.:  410041600, 410043600, 410043800,
             410046400, 503036200.
             Z-184-8   Safety Shaped, 10's
             Package Code:  5023
             Lot No.:  612302700.
             Z-185-8   Sultan Spermicidal, 3's
             Package Code:  0657
             Lot Nos.:  703353800 and 703354900.
             Notes:  1.)  Some of the above products were
                          for export only.
                     2.)  Some packages may have a "0" preceding
                          the lot number.
                     3.)  The packages bear expiration dates
                           which are three (3) years from the
                           date of application of the
spermicidal
                           lubricant and packaging.
MANUFACTURER Ansell, Inc., Dothan, Alabama, and Troy,
             Alabama.
RECALLED BY  Ansell, Inc., Dothan, Alabama, by letters mailed
             beginning on October 17, 1997.  Firm-initiated
             recall ongoing.
DISTRIBUTION Nationwide and international.
QUANTITY     Approximately 57 million condoms were distributed.
REASON       The devices may have defects which could cause
             breakage during use.

[ ] None Present
[ ] Action Taken ____________________
    _________________________________

NSN          6515 Nonstandard
PRODUCT      5.5mm Outside Diameter Outer Cannula, Catalog No.
             C7212, (a component of the C7210 APEX Pressure
             Sensing Cannula System).  Recall #Z-186-7.
CODE         The cannula component under recall has a lot number
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             permanently etched on it and the following
component
             lot numbers are involved (The kit must be opened to
             see lot number):
             L.SB74866    L.SB74865    L.SC75746
             L.SC75754    L.SB74874    L.SB75087
             L.SC76106    L.SB75467    L.SB74867
             L.SB75086    L.SC76107    L.SD77590
             L.SB75083    L.SB75477    L.SB75475
             L.SD77582
             The APEX Pressure Sensing Cannula System Kits
             which may have the recalled component lot
             numbers within them are as follows:
             SB75395     SC75827      SC76353   SD77299
             SE78618     SB75594      SC75828   SD76881
             SD77837     SB75595      SC75829   SD76883
             SE78427     SC75596      SC76133   SD76900
             SE78140.
MANUFACTURER Shutt Medical Technologies, San Dimas,
             California.
RECALLED BY  Linvatec, Inc., Largo, Florida, by letter on
             September 8, 1997.  Firm-initiated recall
             ongoing.
DISTRIBUTION Michigan, California, New York, Montana, New
             Jersey, Illinois, Minnesota, Ohio, Idaho,
             Tennessee, Wisconsin, New Mexico, Utah, Australia,
             Belgium, Canada, Germany, England.
QUANTITY     65 systems were distributed.
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REASON       The pressure port of the cannula is subject to
             blockage.

[ ] None Present
[ ] Action Taken ____________________
    _________________________________

NSN          6515 Nonstandard
PRODUCT      Abbott Laboratories autotransfusion apparatus:
             a) Receptal A.T.S. Interface Kit, List #44000
             b) Receptal A.T.S. Trauma Liner Assembly, -  List
                #44002
             c) Receptal A.T.S. Sterile Blood Liner, -  List
                #43484
             d) Receptaseal Thoracic Autologous Blood
Transfusion
                Kit - List #43482.
             Recall #Z-187/190-8.
CODE         Lot numbers:
             a) 21-328-SN, 23-330-SN, 25-405-SN,
             30-204-SN;
             b) 18-080-SN, 19-096-SN, 20-015-SN,
             21-329-SN, 22-172-SN, 23-331-SN, 24-192-SN,
             26-239-SN, 29-315-SN, 30-205-SN, 31-046-SN,
             32-249-SN;
             c) 19-092-SN, 22-170-SN;
             d) 18-077-SN, 20-013-SN, 21-326-SN, 22-168-SN,
             23-328-SN, 24-293-SN, 25-404-SN, 27-320-SN,
             30-202-SN, 31-044-SN.
MANUFACTURER Abbott laboratories, Salt Lake City, Utah.
RECALLED BY  Abbott Laboratories, Abbott Park, Illinois, by
             letter dated October 23, 1997.  Firm-initiated
             recall ongoing.
DISTRIBUTION Nationwide and international.
QUANTITY     Firm estimated that 12,000 units remained on market
             at time of recall initiation.
REASON       The misassembled devices are not adequately
             filtering the blood.

[ ] None Present
[ ] Action Taken ____________________
    _________________________________
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CLASS III RECALLS

NSN          6505 Nonstandard
PRODUCT      Colrex Compound Capsules (Codeine Phosphate 16
             mg/Acetaminophen 325 mg/Phenylephrine Hydrochloride
             10 mg/Chlorpheniramine Maleate 2 mg), in 100
capsule
             plastic bottles, Rx for the temporary relief of
             cough congestion, headache and muscle soreness of
             common colds and upper respiratory infections.
             (NDC #55499-0840-1).  Recall #D-036-8.
CODE         951429L EXP 11/97.
MANUFACTURER Mikart, Inc., Atlanta, Georgia.
RECALLED BY  Manufacturer, by letter on July 2, 1997.
             Firm-initiated recall ongoing.
DISTRIBUTION Nationwide.
QUANTITY     4,632 bottles were distributed.
REASON       Lot released prior to completed process validation
             (potential blend uniformity failure -
             Chlorpheniramine).

[ ] None Present
[ ] Action Taken ____________________
    _________________________________

NSN          6505 Nonstandard
PRODUCT      Protid Tablets (Acetaminophen 500 mg/Phenylephrine
             Hydrochloride 40 mg/Chlorpheniramine Maleate 8 mg),
             in 100 caplet bottles and physician samples of 2's,
             Rx for the relief of multiple symptoms of nasal and
             eustachian tube congestion, sneezing, runny nose,
             watery eyes, etc.(NDC #10892-127-10).
             Recall #D-037-8.
CODE         Lot numbers D960390A and D960390B EXP 4/98.
MANUFACTURER Mikart, Inc., Atlanta, Georgia.
RECALLED BY  Manufacturer, by letter on July 2, 1997.
             Firm-initiated recall ongoing.
DISTRIBUTION Nationwide.
QUANTITY     Total volume produced and distributed: D960390A,
             50,084 bulk tablets repackaged in physicians 2's
             sample packs; D960390B,4248 bottles of 100's.
REASON       Lot released prior to completed process validation
             (Potential blend uniformity failure
             -chlorpheniramine).

[ ] None Present
[ ] Action Taken ____________________
    _________________________________

NSN          6505 Nonstandard
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PRODUCT      Dialume Capsules (Aluminum Hydroxide Powder 500
mg),
             OTC, labeled for relief of heartburn, sour stomach,
             or acid indigestion, in bottles of 100 (NDC #0075
             -3250-01 and 500 (NDC #0075-3250-02).
             Recall #D-039-8.
CODE         Lot numbers:  P63404 and P63609 (100-capsule
             bottles), P63506 (500-capsule bottles).
MANUFACTURER Centeon L.L.C., Bradley, Illinois.
RECALLED BY  Rhone-Poulenc Rorer Pharmaceuticals, Collegeville,
             Pennsylvania, by letter dated October 30, 1997.
             Firm-initiated recall ongoing.
DISTRIBUTION Nationwide.
QUANTITY     Firm estimated that very little if any of the 100-
             count bottles and a maximum of 300 bottles of 500-
             count bottles remained on the market at time of
             recall initiation.
REASON       Superpotent (16 month stability).

[ ] None Present
[ ] Action Taken ____________________
    _________________________________

NSN          6550 Nonstandard
PRODUCT      COMATIC Factor VIII, Art. #82 25 85, in-vitro
             diagnostic test kits, .  Recall #Z-191-8.
CODE         Lot numbers:  2957, X3119, X3308, X3532, X3604,
              X3677.
MANUFACTURER Chromogenix AB, Sweden.
RECALLED BY  DiaPharma Group, Inc., Franklin, Ohio, by letter
             mailed on November 4, 1997.  Firm-initiated recall
             ongoing.
DISTRIBUTION Colorado, Michigan, Massachusetts, Pennsylvania,
             California, Minnesota, Wisconsin, North Carolina,
             Missouri, New Jersey, Florida, New York.
QUANTITY     223 kits were distributed.
REASON       The absorbance value limits for the standard curve
             as listed in the calculation section of the package
             insert are incorrect.

[ ] None Present
[ ] Action Taken ____________________
    _________________________________


